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protein shall be increased proportion-
ately to compensate for its lower bio-
logical quality. For example, an infant 
formula containing protein with a bio-
logical quality of 75 percent of casein 
shall contain at least 2.4 grams of pro-
tein (1.8/0.75). No protein with a bio-
logical quality less than 70 percent of 
casein shall be used. 

[50 FR 45108, Oct. 30, 1985] 

Subpart E—Infant Formula Recalls 

SOURCE: 54 FR 4008, Jan. 27, 1989, unless 
otherwise noted. 

§ 107.200 Food and Drug Administra-
tion-required recall. 

When the Food and Drug Administra-
tion determines that an adulterated or 
misbranded infant formula presents a 
risk to human health, a manufacturer 
shall immediately take all actions nec-
essary to recall that formula, extend-
ing to and including the retail level, 
consistent with the requirements of 
this subpart. 

§ 107.210 Firm-initiated product re-
movals. 

(a) If a manufacturer has determined 
to recall voluntarily from the market 
an infant formula that is not subject to 
§ 107.200 but that otherwise violates the 
laws and regulations administered by 
the Food and Drug Administration 
(FDA) and that would be subject to 
legal action, the manufacturer, upon 
prompt notification to FDA, shall ad-
minister such voluntary recall con-
sistent with the requirements of this 
subpart. 

(b) If a manufacturer has determined 
to withdraw voluntarily from the mar-
ket an infant formula that is adulter-
ated or misbranded in only a minor 
way and that would not be subject to 
legal action, such removal from the 
market is deemed to be a market with-
drawal, as defined in § 7.3(j) of this 
chapter. As required by § 107.240(a), the 
manufacturer shall promptly notify 
FDA of such violative formula and 
may, but is not required to, conduct 
such market withdrawal consistent 
with the requirements of this subpart 
pertaining to product recalls. 

§ 107.220 Scope and effect of infant 
formula recalls. 

(a) The requirements of this subpart 
apply: 

(1) When the Food and Drug Adminis-
tration has determined that it is nec-
essary to remove from the market a 
distributed infant formula that is in 
violation of the laws and regulations 
administered by the Food and Drug Ad-
ministration and that poses a risk to 
human health; or 

(2) When a manufacturer has deter-
mined that it is necessary to remove 
from the market a distributed infant 
formula that: 

(i) Is no longer subject to the manu-
facturer’s control; 

(ii) Is in violation of the laws and 
regulations administered by the Food 
and Drug Administration and against 
which the agency could initiate legal 
or regulatory action; and 

(iii) Does not present a human risk. 
(b) The Food and Drug Administra-

tion will monitor continually the re-
call action and will take appropriate 
actions to ensure that the violative in-
fant formula is removed from the mar-
ket. 

§ 107.230 Elements of an infant for-
mula recall. 

A recalling firm shall conduct an in-
fant formula recall with the following 
elements: 

(a) The recalling firm shall evaluate 
in writing the hazard to human health 
associated with the use of the infant 
formula. This health hazard evaluation 
shall include consideration of any dis-
ease, injury, or other adverse physio-
logical effect that has been or that 
could be caused by the infant formula 
and of the seriousness, likelihood, and 
consequences of the diseases, injury, or 
other adverse physiological effect. The 
Food and Drug Administration will 
conduct its own health hazard evalua-
tion and promptly notify the recalling 
firm of the results of that evaluation if 
the criteria for recall under § 107.200 
have been met. 

(b) The recalling firm shall devise a 
written recall strategy suited to the in-
dividual circumstances of the par-
ticular recall. The recall strategy shall 
take into account the health hazard 
evaluation and specify the following: 
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